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SPONSOR: Synthes (USA)
1690 Russell Road
Paoli, PA 19301
(610) 647-9700
Contact: Lisa M. Boyle

DEVICE NAME: 3.5 mm LCP Distal Humerus System

CLASSIFICATION: Class II, 21 CFR 888.3030: Single / Multiple component bone fixation

appliances and accessories and 888.3040 Smooth/threaded metallic bone

fixation fastener

PREDICATE DEVICE: Synthes 3.5 mm LCP Reconstruction Plate
Synthes 2.4 mm Cortex Screw, self-tapping

DEVICE DESCRIPTION: The Synthes 3.5 nunLCP Distal Humerus System consists of medial and

postero-lateral distal humerus plates of various lengths and 2.7 mm locking

screws. The plates are pre-contoured to match the anatomy of the distal

humerus with a limited contact low profile design. The plate features

locking compression holes and conical locking holes which accept 2.4, 3.5,

& 4.0 mmn cortex screws, 2.4, 2.7 & 3.5 mm locking screws, and 4.0 mm

cancellous screws. The System will be available in Stainless Steel and

Titanium.

INTENDED USE: The Synthes 3.5 nunLCP Distal Humerus System is indicated for

intraarticular fractures of the distal humerus, commninuted supracondylar

fractures, osteotormies, and non-unions of the distal humerus.

SUBSTANTIAL IDocmientation is provided which demonstrates that the Synthes 3.5 mmn

EQUIVALENCE: LCP Distal Humerus System is substantially equivalent to other legally

marketed devices.
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